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North Bristol NHS Trust Policy Number: R&I PO1

1. Executive summary
All research at the Trust is overseen by the R&I Office. This policy sets out the framework
for conducting commercially sponsored research at North Bristol NHS Trust including:
e Commercial research will be formally contracted to ensure legal and financial implications of the
study are addressed.
¢ Income will be allocated against defined criteria.
¢ The study will meet national regulations and R&I will issue confirmation of Trust capability and
capacity to deliver the study.
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2. Policy statement

2.1.1t is the policy of the Trust that all commercial research is appropriately set-up, negotiated,
funded and conducted.

3. Purposeofthe policy

3.1. This policy sets outthe procedural framework for conducting commercial research within North
Bristol NHS Trust (the Trust).

4. Scopeofthepolicy

4.1. This policy appliesto all commercially sponsored research hosted by the Trust, undertaken by
Trust Staff, incurring costs for the Trust or utilising Trust resources (ie it also applies to
individuals appointed on honorary contracts with the Trust. Individuals appointedto an honorary
contract will be required to give their agreement to abide by the terms of this policy).

4.2.1n 1999 NHS Accounting Regulations on charitable funds changed — preventing Trusts from
handling commercial research through charitable funds:

‘When a drug company contracts with a researcher to undertake a clinical trial on its behalf, the
contract, which is made between the researcher and the drug company, invariably makes it clear
that the results are owned by the drug company. Therefore, even if in due course the results are
made available to the public, it is the drug company that receives the results first in order to see
if they are capable of being exploited commercially. This is therefore a business service
undertaken by the researcher or by the NHS trust (depending on who signed the contract) and
not a charitable activity.’

4.3. In accordance with the requirements of the NHS Finance Manual and Health Service Guidelines
(HSG 97-32), NHS Trusts are expected to recover all costs of commercial research and
developmentfrom the company concerned.

4.4.In November 2017 the HRA published the UK Policy Framework for Health and Social Care
Research (replacing the second edition of the ‘Research Governance Framework for Health
and Social Care’). This document defines the responsibilities of investigators, sponsors and
Trusts.

4.5.Finally, the UK legislation on the Medicines for human use (Clinical Trials) enacting the
European Directive on Clinical Trials, lays down certain legal requirements and restrictions for
the conductof such trials.

4.6.The Trust is the legal body with whom all contracts/agreements must be made. Failure to

comply with this places both the Trust and the researcher at risk where legal liability is
concerned.

5. Definition of terms
5.1.“Commercial research” is defined as research that is sponsored by a commercial organisation.

5.2. The ‘Sponsor’ is the legal entity taking responsibility forthe study as defined by the UK Policy
Framework for Health and Social Care.
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5.3. The company will design the protocol and own theresults and intellectual property rights arising
from the research, in accordance with flow down funding agreements where applicable. In
general, this is research that contributes to the development and/or licensing of a medicinal
product or a medical device but may also include post-marketing surveillance studies.

5.4.Research that is funded by a commercial company but where the Trust or another non-
commercial organisation retains the intellectual property rights and/or is the sponsor of the
study is not covered by this policy. This type of research is known as ‘non-commercial research
funded by industry’ and therefore normal R&| non-commercial research procedures apply.

6. Roles and responsibilities

6.1. R&I will oversee the process of agreeing the costs and contract set out within this policy and
for ensuring thatincome is allocated as per this policy

6.2. Researchers will work with R&l to enable the policy to be adhered to for all commercially
sponsored research studies

6.3.Finance or a designated research staff will invoice and allocate income as per the policy.
Finance will also ensure that commercial income is placed in a cost centre for that study and
that the income is carried forward for continuing studies.

6.4. Division management teams will ensure that any research supporting programmed activity
(SPA) allocations to clinicians for delivery of commercial research are funded from the PI
income.

7. Procedures

7.1. For commercial clinicalresearch, the R&I Office facilitate research on behalf of the Trust Board,
with a specific role to undertake the following:

e Perform a legal assessment of the contract to minimise risk (negotiation of the
clinical trial agreement).

e Determine the price to be charged for each individual trial to ensure ALL costs are
covered and overheads are recovered in line with government policy.

e Provide a project managementservice for investigators to facilitate and co-ordinate
interaction between the company and the Trust in order to smooth the progress of
trials through the contracting and trial set-up process.

7.2. The earlier the R&I Officeis involved in the process of setting up a commercial clinical trial the
better. The local investigator will refer the company to the R&I Office at the earliest opportunity.

7.3.NHS Confirmation of Capability and Capacity

7.3.1. Trust R&I confirmation will be given providing that:

e A Clinical Trial Agreement has been signed off by the company and the Deputy
Director of Research or their deputy or Chief Executive.

e Health Research Authority (HRA) approval has been granted, signifying that all
regulatory checks are complete and the R&I Office has received a copy of the HRA
application and approval (all parts) enabling the study to be registered in the usual
way.
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e Allsupport services required for the study have agreed their involvement.

7.4.Negotiation of the Clinical Trial Agreement

7.4.1.

7.4.2.

7.4.3.

7.4.4.

7.4.5.

7.4.6.

1.4.7.

The R&I Office will negotiate the Clinical Trial Agreement on behalf of the Trustto ensure
that the legal and financial implications are properly addressed in the final contract.

For commercial trials, commercial organisations will be requested to use the current
National Institute of Health Research (NIHR) model agreements which have been
endorsed by the Department of Health.

The R&lI Office will check the agreement terms are appropriate through comparison with
the model Clinical Trial Agreement, confirm the financial schedule (see paragraph 7.4.6
below) and obtain relevantsignatures.

Where the commercial organisation does not agree to use the model Clinical Trial
Agreement (or other agreed template), in addition, the R&I Office may requ est further
legal review, the costs of which will be expected to be met by the commercial
organisation.

The R&l Office will liaise with the relevant Clinical Supportdepartments (eg Pharmacy)
to agree costs, the feasibility of the study and the departments’ agreement to supportthe
trial. In line with the guidance on the use of the NIHR model agreements, a separate
agreement (eg with Pharmacy) is discouraged.

A non-returnable set-up fee, as detailed in the current National Institute for Health
Research Comprehensive Research Network Coordinating Centre (NIHR CRN CC)'s
Interactive Costing tool, will be charged by the R&I Office to the commercial organisaton
for this process.

Set upfees chargedby other departments will be includedin the financial schedule where
appropriate. It is the responsibility of the relevant department to ensure that any set up
fee requiredis notified to the R&I Office and included in the Clinical Trial Agreement.

7.5.Costing Commercial Research — Commercially Funded

7.5.1.

7.5.2.

For NIHR CRN adopted Industry studies the commercial company will agree an initial
costing using the National Institute for Health Research Comprehensive Research
Network Coordinating Centre (NIHR CRN CC)’s Interactive Costing Tool. The R&I Office
will agree with the Principal Investigator and any affected Support departments the
costing for the study. The Finance Departmentwill provide support to the R&I Office as
necessary.

The iCT uses an overhead rate of 70% on all direct costs anda “Capacity Building”charge
of 20% on all direct costs (see Appendix 1). The overhead will be top sliced to fund the
Trust's average overhead rate of 29%. The remaining overhead, 41%, is to be allocated
to the relevant cost centre for the trial and managed by the Principal Investigator.
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7.5.3. ForIndustry studieswhich are notadopted by NIHR CRN, the Industry Costings Template
will still be downloaded and used to agree the costing for the study.

7.5.4. Where a study is locally costed and found to cost more than the fees offered by the
company, if the Principal Investigator wishes to proceed, one or all of the following steps
will be taken:

e The company costing (if available) will be compared with the local costing and
difference identified and discussed with the Principal Investigator. Where the local
costing is agreed to be too high this will be amended.

e The R&l Office may approach the company to enquire if further funding can be
secured.

e The Principal Investigator may forego all or part of their overhead fee to cover the
remaining costs

7.5.5. Once these steps have been completed, affordability will be re-examined.

7.6. Costing Commercial Research — NIHR Funded

7.6.1. Where a commercially sponsored study has been funded through a NIHR grant, the
funding submitted within the NIHR grantapplication will be used for the cost recovery.

7.6.2. Where the grant contained insufficient fund to permit cost recovery for the trial activity,
one of the following steps will be taken:

e The grantcostings (ifavailable) and SOECAT will be compared with the local costing
and difference identified and discussed with the Principal Investigator and delivery
team. Where the local costing is agreed to be too high this will be amended.

e The R&l Office may approach the company to enquire if further funding can be
secured.

e NBT may decline to participate in the study.

** NIHR grants do not use the NIHR interactive costing tool, nor apply overheads and
therefore these would not be sought.
7.7.Income Generated **
7.7.1. Invoices will be raised according to the financial schedule agreed within the contract.

7.7.2. The Finance Departmentwill maintain aseparate cost centre for each trial and will ensure
the carry forward of income on all continuing trials.

7.7.3. The 20% Capacity Building income will be transferred to a central budget, administered
by the budget holder for the R&I Office. The funding collectedis to be used to provide
capacity for research across the Trust.

7.7.4. Elements of the Per Patient Fee attributed to the Principal Investigator's own time will be
remitted to the trial cost centre. This approach is used to provide enhanced incentive to
researchersto undertake studies. Further elements of the Per Patient Fee undertaken by
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1.7.5.

7.7.6.

7.7.7.

7.7.8.

7.7.9.

doctors in training will be treated in the same manner as the Principal Investigator's own
time.

The income for other staff will be allocated to the cost centre that funds theirtime. If the
trial cost centre fundsthe time, then the relevant element of the Per Patient Fee will be
remitted there. However, if, for example, a nurse funded fromthe Research Infrastructure
budgetis costed to the commercial trial, the funding attributable to that nurse’s time will
be remitted to the Research Infrastructure budget. The principle of this approach is that
the department that pays for the staff will be reimbursed for the time of their staff. It is
hoped that this method will encourage departments to provide staff to trials.

Any investigations carried out by Support Departments will be remitted to those
departments according to the charges agreed. Pharmacy charges are on a separate
sheet in the interactive costing tool and will be remitted on the basis agreed to the
Pharmacy department’s budget.

A financial reconciliation will be completed by the R&I Office, research staff and Research
Costing Accountant which identifies the study specific income flow. A copy of the
reconciliation will be available for the research team. It is the responsibility of the Principal
Investigator to monitor the expected income, recruitment, follow-up visits etc, and liaise
with the R&I office, Research Costing Accountant or designated research invoicing staff.

The final balance, including the 41% overhead fee collected by the Principal Investigator
is available for use by the Principal Investigator once the study has closed and all
payments have been made. Unless otherwise agreed by the R&I Office, no expenditure
other than scheduled payments will be permitted until the final balance has been
calculated. Appropriate use of the final balance includes funding non-commercial
research, attendance at training and conference events, funding research sessions or
backfill and purchase of research equipment.

Once the final balance forthe study has been calculated the Pl will be required to submit
a spending plan for the income within the cost centre.
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8.1. The below table details the monitoring procedures in order that NBT can be assured that compliance with a policy is being met. It
identifies both the processes for monitoring compliance and the actions to be taken where deficiencies and non-compliance are
identified. This table must be completed in all policies

8.2. This section describes how the implementation of the policy will be monitored. Auditactivity should form part of all policy monitoring;
therefore an audittool/checklistmust be appended (or reference made to a national auditthe Trust participates in on a regu lar basis).
The below table should be populated with the key areas currently being monitored in addition to any monitoring criteria as required by

regulators such asthe CQC. This table can be extended as required.

Monitoring  responsibility Reporting arrangements How will actions be
itori i indivi I/gr mmi r h ken nsur
What will be monitored nM,‘Z?#gémg/ Audit f:o?nm?tlige/)g oue! ;rggiﬁ[jgrr:% o l(‘r?gnitortitnze/grz:ﬂlts ;r: itrer:perovemécr)lts ° s:ng
presented to) learning  where the
monitoring has
identified deficiencies
Income and An annual financial Research Operations Annually Results of the audit will | R&I senior team will
allocation of income| audit of commercial Manager to carry out be reported on an ensure that SOPs
generated from research income will financial audit of annual basis to R&l are updated where
commercially be completed, by commercial study activity Senior Team and deficiencies occur
sponsored research| cross-checking data Research & Innovation
from the financial Group
report against the
study information in
the EDGE database
Allocation of SPA Requests forresearch | Director and Deputy Annually Results of the audit will | R&I senior team will
using commercial | SPAare made viaR&l | Director of Research to be reported to Division | ensure that the policy
research income annually. R&I will audit | confirm that criteria for management teams is updated where
financial income for allocation of a research and the Deputy deficiencies occur
that consultant to SPA are met Medical Director and provide training
confirm that a SPA is and communications
justified and that there around the policy
is sufficientincome to
fund it
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9. Associated policies/procedures/guidelines/documents

9.1. Allocation of research supporting programmed activity (SPA) time for NHS consultants at North
Bristol NHS Trust guidance document.

10. References
10.1. UK Policy Framework for Health and Social Care Research

www.hra.nhs.uk/planning-and-improving-research/policies-standards-leqgislation/uk-policy-
framework-health-social-care-research/
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Appendix 1 - The NIHR CRN CC Interactive Costing Template
The Total per Patient Fee represents 190% and is split as follows:

*All values inclusive of the relevant Market Forced Factor uplift for the NHS Organisation

| Half {or other agreed value) collected and collated for allocation to the NHS

PROCEDURE COSTS

: INDIREGT | Ggamﬂunhlﬁraﬂcmmagelememﬂuﬂsdmm |
- COSTS* ,__'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_
|
|
|

| Half (or other agreed value) collected and collated for allocation to the Principal
I Im&xﬁ]aﬁulmged account as financial incentive to reinvest in further research

o AE‘E?;ITY I Collected, collaled and reinvested by the NHS Organisation, in consultation with
| | the Local Clinical Research Metwork, to build sustainable research and innovation
BUILDING=
|

I capacity to the benefit of all research partners

INVESTIGATION COSTS

: Caollected, collated and reinvested by the NHS Organisation, in consultation with

|

|
CaPACITY | the Local Clinical Research Metwork, to build sustainable research and innovation
BUILDING® | :_ capacity to the benefit of all research partners

PHARMACY COSTS

: Collected and collated for allocation to the NHS Organisation Pharmacy for indirect :
I cost coverage ie the real cosis of conducting research within the Pharmacy |
|
|

: Collected, collated and reinvested by the NHS Organisation, in consultation with

|
| the Local Clinical Research Network, to build sustainable research and innovation |
: capacity to the benefit of all research pariners :

P |

SET-UP, MANAGEMENT AND CLOSE-DOWN COST3
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